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I hereby certify under 37 CFR 1 .8(a) that this 
correspondence is being deposited with the United 
States Postal Service as first class mail with 
sufficient postage on the date indicated below and 
is addressed to the Assistant Commissioner of 
Patents, Washingto^D.C. .20231 
Dat^CPeposilf V Ami U 2003 




Sir: 

RESPONSE TO RESTRICTION REQUIREMENT 
Responsive to the action mailed October 2, 2 002 (Paper 
No. 7) (hereinafter "the Action"), Applicant respectfully 
requests consideration of the following remarks and 
reconsideration of the restriction delineated in the Action. 

The instant application is a national stage application 
under 35 U.S.C. §371 of PCT International Application 
PCT/US99/25706 . As such, unity of invention, rather than 
restriction, practice is applicable. gee MPEP §1893. 03(d). 
Rule 13 (Unity of Invention) of the Regulations under the 
PCT state that the requirement of unity is fulfilled when 
"there is a technical relationship among those inventions 
involving one or more of the same or corresponding special 
technical features." Rule 13.2, Regulations under the PCT 



• * 



Applicant 
Serial No. 
Filed 
Page 



Ignatious 
09/830, 945 
July 12, 2001 
2 



Unity of Invention practice, is also governed by MPEP 

§1893. 03(d), which states in part: 

When making a lack of unity invention requirement, 
the Examiner must (1) list the different groups of 
claims and (2) explain why each group lacks unity 
with each other group (i.e., why there is no 
single general inventive concept) specifically 
describing the unique special technical feature in 
each group. 

(Emphasis added) MPEP §1893. 03(d). 

Applicant respectfully contends that the Examiner has not 

met the burden of the 2 nd prong of the above- stated 

requirement when requiring the restriction of an 

application. The reasons provided by the Examiner for the 

lack of unity are as follows: 

The special technical feature of group I is a 
polymer where as [sic] in group II the technical 
feature is complex [sic] and its use in 
pharmaceutical compositions as well as sustained 
release compositions which is not present in Group 
I and the special technical feature of group III 
is treatment of a disease, which is, not present 
in group I or group II. 



The Examiner cited no art in support of the creation of the 
alleged restriction groupings. The rationale provided by 
the Examiner is not justification for restricting the 
present application. The cited differences between the 
three designated groups, i.e., "a polymer", "a complex" and 
"a treatment of a disease", are not "unique special 
technical features" as envisioned by the Rules of Unity of 
Invention . 



Applicant 
Serial No. 
Filed 
Page 



Ignatious 
09/830, 945 
July 12, 2001 
3 



Applicant respectfully submits that the three 
inventions as delineated in the Action meet the criterion of 
relating to a single inventive concept. As stated at MPEP 
§1893.03 (d) , 

A group of inventions is considered linked to form 
a single general inventive concept where there is 
a technical relationship among the inventions that 
involves at least one common or corresponding 
special technical feature. The expression special 
technical features is defined as meaning those 
technical features that define the contribution 
which each claimed invention, considered as a 
whole, makes over the prior art. 



It is apparent, as detailed in the specification of the 
instant application, that claims 1-17 are directed to a 
polymer bearing a thermodynamically stable lactone ring 
considered to be non-polymerizable under normal conditions. 
Claims 18-22 are directed to a complex comprised of a polymer 
bearing a thermodynamically stable lactone ring considered to 
be non-polymerizable under normal conditions and a 
therapeutic agent. Claims 23-24 are directed to a sustained 
release composition composed of a complex comprised of a 



polymer bearing a thermodynamically stable lactone ring 
considered to be non-polymerizable under normal conditions 
and a therapeutic agent. Claims 2 5-2 6 are directed to a 
pharmaceutical composition having . a sustained release 
composition composed of a complex comprised of a polymer 
bearing a thermodynamically stable lactone ring considered to 
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Jbe non-polymer izable under normal conditions and a 
therapeutic agent. Claims 27-30 are directed to a method of 
medicinal treatment by administering a pharmaceutical 
composition having a sustained release composition composed 
of a complex comprised of a polymer bearing a 
thermodynamically stable lactone ring considered to be non- 
polymerizable under normal conditions and a therapeutic agent 
to patient in need thereof. Applicant contends that the 
special technical feature to all the claims is a polymer 
bearing a thermodynamically stable lactone ring considered to 
be non-polymer iz able . Applicant further maintains that the 
claims are analogous to Examples 1 and 15 of Annex B Part 2 
of the PCT Administrative Instructions as amended July 1, 
1992 contained in Appendix AI of the MPEP. As such, the 
claims do exhibit "unity" and should be maintained in the 
present application . 

The Examiner goes on to state that "the different 
species would require completely different searches ... and 
[since there] is no expectation that the search would be 
coextensive ... an undue search burden [is put upon the 
Examiner] . " Applicant contends that the Examiner has 
applied conditions inconsistent with PCT Unity of Invention 
criteria and has instead impermissibly invoked U.S. 
Restriction Rules. Even if the U.S. restriction rules were 
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applicable, which they are not, the Examiner deviates from 
the criteria for restriction as established by the MPEP 
regarding distinct inventions. See MPEP §803. Applicant 
respectfully submits that there is no requirement under the 
rules that the search for any claim or groups of claims be 
"co-extensive" with the search required for any other claim 
or group of claims, as the Examiner contends. The MPEP in 
§808.2, requires that when establishing a need for the 
restriction of related inventions, the Examiner must show 
" [the necessity] to search for one of the distinct subjects 
in places where no pertinent art to the other subject 
exists." As Applicant has demonstrated, infra, there is 
very substantial, if not complete, overlap between the 
searchable subject matter with respect to Group I and the 
searchable subject matter with respect to Groups II and III. 
Applicant submits that, contrary to the Examiner's opinion, 
no serious burden will arise from examining Group I 
concurrently with Groups II and III. As discussed infra, 
all of the designated groups share the technical feature of 
a polymer bearing a thermodynamically stable lactone ring 
considered to be non-polymer izable. Thus, any search of the 
subject matter of either groups II or III, i.e., a 
pharmaceutical containing a polymer bearing a 
thermodynamically stable lactone ring considered to be non- 
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polymerizable or use of said pharmaceutical to treat a 
medical condition, necessarily must contemplate the subject 
matter of Group I. Conversely, any search performed with 
respect to Group I, would necessarily involve significant 
overlap with a search performed with respect to the other 
Groups. Surely, the Examiner does contend that a search of 
a pharmaceutical containing a polymer bearing a 
thermodynamically stable lactone ring considered to be non- 
polymerizable (Group II) , would not only uncover art 
pertinent to the patentability of the polymer bearing a 
thermodynamically stable lactone ring considered to be non- 
polymerizable, itself (Group I) , but also the use of the 
pharmaceutical to treat or prevent a disease or condition 
(Group III). The Examiner's allegation that there is "no 
expectation that the search [sic] would be coextensive" 
lacks merit. 

For the foregoing reasons, the Applicant submits that 
the restriction made in the Action was improper and 
respectfully requests reconsideration of that restriction 
and a delineation of reasoned support for distinguishing 
each group ultimately determined as lacking unity with each 
other group, as required under MPEP §1893. 03(d). 
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In compliance with 37 C.F.R. §1.143, Applicant elects 
the invention of Group I drawn to a polymer bearing a non- 
polymer izable lactone ring and elects a polyester (a member 
of the Markush list of monomer sources comprising the 
copolymer of claim 1) as the species of polymer. The 
election is made with traverse. 

Prompt and favorable action is earnestly solicited. 

Please apply any charges of credits to Deposit Account 
No. 50-0590 referencing Attorney Docket No. 066/US/PCT/US . 
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27 Maple Street 
Milford, MA 01757-3650 
(508) 478-0144 



Respectfully submitted, 




Alan F . Feeney 
Attorney for Applies 
Reg. No. 43, 609 



